Cipla

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

-

Pagelof4/Cip.1n34

Product: SENADE TABLETS 13,5 mg

Ipoaykr: CEHAJE", TABJETKH 13,5 mr

Batch No/ Cepusa Ne: 485070

Batch Quantity / O6bem cepuu:

5847packs / ynakoBok

|AR No / Arasmrnyecknii oruer Ne : ARF/098/2025|Date of Analysis / lara ananmza: 07.04.2025

Date of Mfg / lata npoussoacrea:  03/2025

Date of Expiry / T'ogen po:

02/2028

Analysis performed according ND / Auanns nposeaén mo HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, u3m. Ne 1 o1 09.07.2024

Test / lMokasaTensb

Result / PesyabTaTsl

Specification / Hopma

1 | Description / Onucanue

Complies / CooTBeTCTBYET

Flat circular tablets from brown to dark-brown with
bevelled edges and disseminations. It has CIPLA
monogram embossed on one side and central break-
line on the other. / [lnockue Kpyrnbie TabneTku o
CKOIIEHHBIMU KPaAMK OT KOPHYHEBOIO [0 TEMHO-
KOPHYHEBOIrO LIBETA C BKparieHuaMu. Ha onxoii
cropoHe TabneTku BblaasieHo cioBo «CIPLA», Ha
IpYTOii - TNHKS pasznoMa.

2 Identification / [ToanHHHOCTD

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBETCTBYET OxpauyBaHHe aMMHAYHOTO pacTBOpa B KpacHbIH
AHTPaXHHOHOBbIE TJIHKO3UIbI it
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooTBeTCTBYET chromatogram of the sample solution should
Merunnaparuapokcubensoar corresponds to the retention time of the principle
(B2XKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEPKHBAHUA OCHOBHOTO MHKaA HaA XpoMmarorpaMmme
HCITBITYEMOTrO PacTBOPA J0JKHO COOTBETCTBOBATH
BPEMEHH YIEPXKHBAHHA OCHOBHOTI'O IUKA Ha
XpOMATOrpaMMe CTaHIApTHOrO pacTBOpa
MeTunnaparuapokcubensoarta (pasaen
«MeTtunnaparuapokcubensoar).

3 | Average weight / Cpennsas
Macca

190.40mg / 190,40mr

189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeyvanue: Mpoaykr cooTeeTcTByeT TpebosaHuam HI

Conclusion : APPROVED /
3aknovenune: OQOBPEHO

Checked by QC In-Charge / ]
[okymeHT nposepeH OKK: FO«-;{“J

Approved by QA In-Charge /
HokymeHT ogobper OOK:

&

Date /

ﬂaTa: O‘T‘OH}D')J

Date /

[ore: 0¢-0u-2025
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CERTIFICATE OF ANALYSIS
) CEPTHU®UKAT AHAJIM3A
Page 2 0f 4/ Crp.2 u3 4
|Product: SENADE TABLETS 13,5 mg Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepua Ne: 485070 Batch Quantity / O6bem cepun:  5847packs / ynakoBok
AR No / Ananutauecknii oruer Ne : ARF/098/2025|Date of Analysis / laTa anannza: 07.04.2025
Date of Mfg / lata nponssoacrea:  03/2025 Date of Expiry / l'oges no: 02/2028

Analysis performed according ND / Ananns nposeaén mo HJI: I N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, n3m. Ne 1 o1 09.07.2024

Result / PesyabTaThl Specification / Hopma

i Test / [ToxaszaTenb

4 | Uniformity of weight / Complies / CooTsetcTByeT 18/20 tablets NMT + 7.5 % / 18/20 ne 6onee = 7.5
O/IHOPOIHOCTH M0 Macce ’ %

2/20 tablets NMT £15% / 2/20 ne Gonee + 15%

5 | Loss on drying / [Toteps B 1.8% NMT 6.0 % / He 6onee 6,0 %

Mdcce NpH BbICYITHBAHWH

6 | Dissolution / 79-86% NLT 70 % (Q) of sennosides in 120 minutes
PactBopeHne He menee 70 % (Q) cerHo3umOB uepes 120 MuH

7 | Uniformity of Dosage units / AV =52 The acceptability index forn=10 AV <LI.
OnHOPOIHOCTE I03MPOBAHHSA In the case where the value of AV exceeds L1, a

test is carried out on the following 20 samples. For
n=30

AV < L1. All values of xi must satisfy the
inequality:

[M-xi| 0,01 x L2 x M.

Ll =15.0;1L2=250.

[Tokaszarens npuemiemocty ana n=10 AV <L1.

B cnyuae, ecnu 3naqenue AV npesiiaer L1,
MPOBOAAT UCMBITAHWE Ha cneayroniux 20 obpasuax.
Jinan=30 AV <LI. Bce 3HaueHus Xi JOJMKHbI
YJOBIIETBOPATE HEPABEHCTBY

[M-xi| <0,01 x L2 x M.

LI =15,0:1.2=250.

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KonuuecTBeHHOE OnpeneneHvie 14.02mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnekrpodoTomeTpHs) Ot 12,15 10 15,53 mr (o1 90,0 no 115,0 %)

14,02mr/126 CEHHO3HK/IOB B TlepecyeTe Ha ceHHO3u B B o1HOH
Tabnerke.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyanue: Mpogykr cootBercTeyeT Tpebosanuam HI | 3aknwyenue: OQOBEPEHO
Checked by QC In-Charge / o Approved by QA In-Charge /
OokymeHT nposepeH OKK: —— OokymeHT ogobpeH OOK: W
Date / OT-0Lp20) ¢ Date / 06.0“‘10%5
Oara: Hara:
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Cipla

CERTIFICATE OF ANALYSIS
h CEPTHO®HKAT AHAJIA3A
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Product: SENADE TABLETS 13,5 mg

Ipoayxt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne: 485070

Batch Quantity / O6beM cepnn:

5847packs / ynakoBok

‘'AR No / Anasmarnuecknii oraer Ne : ARF/098/2025 | Date of Analysis / lara ananmsza: 07.04.2025

Date of Mfg / lata npouszsoacrsa: _ 03/2025

Date of Expiry / T'oaen jo:

02/2028

Analysis performed according ND / Ananns nposenén no HJL: II N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Test / llokazaTeisb

Result / PesyabTaTsl

Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
Coaepxanue
MeTUImaparuapokcubensoara
(B2XKX)

0.044mg/tab

0,044mr/Tabd

0.028 — 0.056 mg/tab. / Ot 0,028 x0 0,056 Mr/Tab.

10 | MICROBIAL LIMIT TEST/ MukpoGuonorndyeckas YucToTa

102) | Total Aerobic microbial count / 10
Ofuiee 4HCIIO AIPOOHLIX

MUKPOOPraHH3MOB

Not more than 10° cfu/ g / He Gonee 10* /r

10b) | Total combined yeast and mould
count / O6uiee uncno
TJIECHEBBIX H JIPOFGKEBBIX

rpubos

<10

Not more than 10° cfu/ g /He Gonee 10° /r

10¢) | Bile tolerant gram-negative
bacteria/ YcroiuuBeie K
NIEHCTBHIO JKEIHH

rpamMoTpHLATENbHbIE BaKTEPHUH

Absent /OtcyTcTBYIOT

Not more than 10° / g / He Gonee 107 /r

10d) | Staphylococcus aureus

Absent /OTCYTCTBYIOT

Absentin |1 g/ OTtcytctBHe B 1 I

10e) | Escherichia coli

Absent /OTcyTCTBYIOT

Absentin 1 g/ OtcytctBueB 1 r

101) | Salmonella

Absent / OTcyTCTBYIOT

Absent in 10 g / Orcytersue B 10 g

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykT cooTseTcTyeT TpeboBaHuAM HO

Conclusion : APPROVED /
3akntoyenue: OJOBPEHO

Checked by QC In-Charge / t s Approved by QA In-Charge /

HOokymeHT nposepeH OKK: 7£ ' OokymeHT ogobper OOK: W\/{
Date / X Date /

B O7-0¢.262< [ava: 0% 042025
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Cipla

CERTIFICATE OF ANALYSIS

CEPTHOPHKAT AHAJIH3A

-

Page4 of4/Crp.4u3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJAE®, TABJIETKH 13,5 mr

. |Batch No / Cepusn Ne: 485070

Batch Quantity / Odnem cepun:

5847packs / ynakoBok

AR No / Ananuradecknii oruer Ne : ARF/098/2025

Date of Analysis / JlaTa anaanza: 07.04.2025

Date of Mfg / lara npon3ssoacrea:  03/2025

Date of Expiry / T'oagen go:

02/2028

Analysis performed according ND / Ananu3 nposenén no H/I: T N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, u3zm. Ne 1 ot 09.07.2024

Result / PesynbTaThl Specification / Hopma

~ Test / Iloka3zaTeib

11 | Package / YnakoBka Package / YnakoBka - 20 tablets |Package / Ynakoska - 20 tablets in a blister made of
in a blister made of three-layer PVC/PE/PVDC film and aluminum foil. 2
PVC/PE/PVDC film and or 3 blisters and a patient information leaflet in a
aluminum foil, 25 blisters with  |carton. 20 tablets in a blister made of PVC
25 patient information leaflets in [/PE/PVDC film and aluminum foil, 25 blisters with
a carton. / ITo 20 Tabnerok B 25 patient information leaflets in a carton. / ITo 20
GaucTep U3 MIIEHKH Tabnetok B GAMCTEp H3 NIIEHKH TPEXCNoHHOM
NOJAHBHHHUIXIOPUAHOH (MBX/TIDMIBAX) u anoMuHueBoit Gonbru. 1o 2
(nmonu3THIEHOBOH/ uiu 3 6amMcTepa BMECTE ¢ HHCTPYKLHER Nno
MONMBHHHIMICHXIOPUIHOI) U [PHMEHEHHIO B KapTOHHYH0 nayky. [To 20 tabnerok
amoMuHUeBo Gonbru, no 25 B GIMCTEp M3 MIEHKH MOJMBHHHIXJIOPHAHOM
GaMCTEPOB B KAPTOHHYIO MAuKy |(MOMUITUIEHOBOH / MONHBUHUAKAEHXTOPHIHOH) H
C BIOXEHHEM 25 HHCTPYKLUHIA antoMUHHeBO#H (onbru, no 25 6auctepos B
110 TIPHMEHEHHIO. KapTOHHYIO TIa4Ky C BIOMKEHHEeM 25 HHCTPYKIMI 110

MPUMEHEHHIO.

12 Labeling / Mapkuposka According to ND /
B cootBetcTBuu ¢ H]T

13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C./ B cyxom mecTe npu Temneparype He

XpaHeHHs Bbie 25 °C.
14 Shelf life / Cpok roaHocTH 3 years/ 3 roma

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykr cooTsetcreyeT Tpebosaruam HI

Conclusion : APPROVED /
3aknwyenue: OOJOEPEHO

Checked by QC In-Charge /
[JokymeHT npoeeper OKK: H:;ﬁ{’_P

Approved by QA In-Charge /
AokymeHT ogobpeH OOK:

%

Date /

naTa o7 ch- 2e) 47

Date /

[Nara: 080U 205
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